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U.S. FOOD & DRUG - -

- - Food and Drug Administration
A D M i N I S T R A T l 0 N Center for Drug Evalyation and Research

Office of Pharmaceutical Quality
Office of Surveillance
Division of Quality Surveillance Assessment
10903 New Hampshire Avenue
Building 51, Room 4316
Silver Spring, MD 20993

TELEPHONE: (301) 796-3254

06/02/2017 FAX: (301) 847-8742

loan Nani, General Director
ANTIBIOTICE S.A.

1, Valea Lupului Street
Iasi, Romania 707410

Reference: Inspection Date(s): 03/06/2017 - 03/14/2017

Location: Antibiotice S.A,
Valea Lupului Street No. |
Iasi, 707410 Romania

Dear Mr. Nani:

Administration (FDA) conducted at your premises on the referenced locale and date(s). When the Agency concludes
that an inspection is “closed” under 21 CFR 20.64(d)(3), it will release a copy of the EIR to the inspected
establishment. This procedure s applicable 10 EIRs for inspections completed on or after April 1, 1997,

If there is any question about the released information, feel free to contact meat 301-796-0611.

For more information on the U.S. FDA, please visit our website at wiwvw tda. aov,

Sincerely, \

FEI: 3013285381
Enclosure: Establishment Inspection Report (EIR)




